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DP BARCODE No.: 444760; FIL«. SYMBOL No.: 82633-GL; PRODUCT NAM . Sharda Flumetsulam
Technical; DECISION No.: 5336406; PC Code(s): 129016; ACTION CODE: R333 FOOD Use: YES

830 Series - Subgroup A {Product ldentity, Composition, and Analysis}):

L

Table 1. Manufacturing and Impurity Data for Sharda Flumetsulam Technical it

[ GLN |

] Requirement || MRID

|[ Status || Details and Jor Deficiency |

830.1550

Product ldentity & Composition [ 504521-01

CSF

T—The proposed NC (98.90%) of the Al
A

falls within the upper and iower certified
limits of the proposed basic formufation
-Supported by 5-batch analyses
-impurities listed on CSF

-No impurities of toxicological concern

830.1600

Description of Materials Used
to Produce the Product

| 504521-01

-Starting materials listed and described
-Chromatograms, Certificate of Analysis,
and/or MSDSs provided

|
830.1620

| Description of Production
Process

504521-01

-Batch process described in detail o

-Chemical schematics with information
on materials and equipment provided
-Main reaction mechanisms and side
reaction mechanisms provided to show
process and quality control

———

830.1670

Discussion of Formation of
Impurities

504521-01

-Possible impurities discussed
-Data supported by 5-batch analyses

' 830.1700

Preliminary Analysis

504521-02

-Purity of Al tested in duplicate

-No Impurities of toxicological concern
I i purities listed on CSF
-Validated for Al and impurities

-Data supported by 5-batch analysis

830.1750

Certified Limits

 Enforcement Analytical Method

504521-01

50452102 |

-Purity of Al tested in duplicate

-No Impurities of toxicological concern
-impurities listed on CSF

-Validated for Al and impurities
-Certified limits differ from basic
formulation

-Data supported by 5-batch analyses
-HPLC - DAD

-All methods validated

A = Acceptable; N = Unacceptable (see Deficiency); N/A = Not Applicable; G = Data Gap,
I = In progress or In Need of Upgrade; U = Up-grade {additional information required)

*Manufacturing process information may be entitled to confidential treatment*
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DP BARCODE No.: 444760; FIL.. SYMBOL No.: 82633-GL; PRODUCT NAM,.. Sharda Flumetsulam
Technical; DECISION No.: 536406; PC Code(s): 129016; ACTION CODE: R333 FOOD Use: YES

CONFIDENTIAL APPENDIX

Group A-GLN Nos 830.1550, 830.1600, 830.1620, 830.1670, 830.1700, 830.1750, & 830.1800:
Composition (CSF), Impurities, Preliminary Analysis, and Analytical Methods

830.1550: Product identity & Composition (Basic CSF and MRID No 504521-01):

Details about the name, manufacturing, and composition were provided by the registrant. F

were identified as being present in the Basic formulation. The
proposed Nominal Concentration of the active ingredient on the Basic CSF is 98.90%. The Nominal
Concentration of the proposed Basic formulation falls within the upper and lower certified limits of 100.00
and 95.93%, respectively. All the data is supported by 5-batch analysis.

830.1600: Description of Materials Used to Produce the Product (MRID No 504521-01):

The Registrant provided the following information:

Sharda Flumetsulam Technical will be produced at;

The starting materials are listed as follows:

Pertinent information and/or MSDSs as appropriate for the starting materials.

The proposed Basic formuiation is supported by the data.

830.1620: Description of Production Process (MRID No 504521-01):

The following reaction schemes were provided by the Registrant to depict how the product is synthesized
in a batch process.
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DP BARCODE No.: 444760; FILx. SYMBOL No.: 82633-GL; PRODUCT NAMur.. Sharda Flumetsulam
Technical; DECISION No.: 536406; PC Code(s): 129016; ACTION CODE: R333 FOOD Use: YES

All the data is supported by 5-batch analysis.

830.1670: Discussion of the Formation of Impurities (MRID No 504521-01):

The following information was provided by the Registrant on the formation of impurities:

-There were no significant impurities that were detected and identified at an amount greater than 0.1%
duri :

All the data is supported by 5-batch analysis.

830.1700: Preliminary Analysis (MRID No 504521-02):

Five (5) batches of the product were analyzed by HPLC — DAD in duplicate for active ingredient and
impurities and the results are provided below. information on the pertinent equipment and operating
conditions was provided. All the methods were validated. All the studies complied with GLP. Additional
information is provided under the “Enforcement Analytical Method” (830.1800) section of this review.
Chromatograms and pertinent calculations for each batch were provided in the study. Additional
information is provided under the “Product Identity & Composition” (830.1550) section of this review.
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DP BARCODE No.: 444760; FILr. SYMBOL No.: 82633-GL; PRODUCT NAMur.. Sharda Flumetsulam

Technical; DECISION No.: 536406; PC Code(s): 129016; ACTION CQDE: R333 FOOD Use: YES

*Quality control process information may be entitled to confidential treatment*

CC: OPPIN — OPP Chemistry Documents (OPPIN CHEM DOCS)

Attachment: Basic CSF {1 page)
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*Pages 44-45 Confidential Statement of Formula may be entitled to confidential treatment*





